TCT-199: Carotid Angioplasty and Stenting in Octogenarians is as Safe as Surgery  by unknown
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&RQFOXVLRQ &$6 FDQ EH SHUIRUPHG LQ HOGHUO\ SDWLHQWV ZLWKRXW KLJKHU ULVN WKDQ LQ \RXQJHU
SDWLHQWV%XWJRRGLQGLFDWLRQVDPHWLFXORXV WHFKQLTXHSURWHFWLRQGHYLFHVDUHPDQGDWRU\DQG
VRPHWHFKQLFDOSRLQWVPXVWEHSRLQWHGRXWWRDYRLGQHXURORJLFDOFRPSOLFDWLRQVDQGIDLOXUHV
7&7
)DFLOLWDWLQJ$FFHVVWRWKH6XSUDRUWLF9HVVHOV'XULQJ&DURWLG$UWHU\6WHQWLQJ3UHOLPLQDU\
&OLQLFDO([SHULHQFH:LWKD1HZ'HYLFHDQG7HFKQLTXH
*LRDFFKLQR&RSSL5REHUWR0RUDWWR-HVVLFD9HURQHVL(PDQXHOH1LFROLVL5REHUWR
6LOLQJDUGL
8QLYHUVLW\RI0RGHQDDQG5HJJLR(PLOLD0RGHQD,WDO\1HZ+RVSLWDO6W$JRVWLQR(VWHQVH
0RGHQD,WDO\
%DFNJURXQG&DURWLGDUWHU\VWHQWLQJ&$6KDVHPHUJHGDVDYLDEOHRSWLRQIRUWKHWUHDWPHQWRIFDURWLG
DUWHU\GLVHDVHHVSHFLDOO\LQVXUJLFDOO\KLJKULVNSDWLHQWV
&RPSOH[VXSUDRUWLFDQDWRP\FDQPDNHDRUWLFDUFKEUDQFKHVDFFHVVERWKGLI¿FXOWDQGWLPHFRQVXPLQJ
DQGH[SRVHVWKHSDWLHQWWRSURORQJHG;5D\H[SRVXUHDQGLQFUHDVHGFRQWUDVWPHGLXPH[SRVHVWKH
YHVVHOVWRUHSHDWHGPHFKDQLFDOVWUHVVDQGWKHSDWLHQWWRHPEROLFFRPSOLFDWLRQVULVN
0HWKRG)URP-DQXDU\WR'HFHPEHUSDWLHQWVZLWKFDURWLGDUWHU\GLVHDVHZHUHWUHDWHG
ZLWK &$6 3DWLHQW VHOHFWLRQZDV EDVHG RQ KLJK VXUJLFDO ULVN GLI¿FXOW DRUWLF DUFK DQDWRP\ 
DUFKW\SH,,,ERYLQHDUFKULVNIDFWRUVVXFKDVQHXURORJLFDOV\PSWRPVDGYDQFHGDJH
! DQGDJH!  VXSUDRUWLFYHVVHOVFDOFL¿FDWLRQ $KRPHPDGHPRGL¿HG
SLHUFHGJXLGLQJFDWKHWHU S*&ZDVXVHG7KHS*& LV WKH)03&JXLGLQJFDWKHWHU &RUGLV
0LDPL)/ZLWKDPDQXDOO\FUHDWHGKROHFORVHWRWKHWLSDOORZLQJWKHSDVVDJHRIDVHFRQGDQFKRULQJ
´JXLGHZLUH7KLVVHFRQGJXLGHZLUHVWDELOL]HVWKHRYHUDOOV\VWHPLPSURYLQJFRQWUROIRUSUHFLVH
SRVLWLRQLQJRULHQWDWLRQDFFHVVDQGDGYDQFHPHQWRIWKHSULPDU\JXLGHZLUH
5HVXOWV7HFKQLFDODFFHVVWRWKHWDUJHWYHVVHOLQQRPLQDWHDUWHU\ZDVVXFFHVVIXOLQDOOEXW
FDVHVWHFKQLFDOVXFFHVVDQGXQHYHQWIXO LQDOOEXWFDVHZKHUHDPLQRUVWURNHRFFXUUHG
SURFHGXUDO VXFFHVV $OWKRXJK DFFHVV GXUDWLRQ ÀXRURVFRSLF WLPH DQG DPRXQW RI FRQWUDVW
PHGLXPZHUHQRWV\VWHPDWLFDOO\PHDVXUHGDUHPDUNDEOHDQGXQTXHVWLRQDEOHUHGXFWLRQLQDOOWKUHH
YDULDEOHVZDVREVHUYHGZLWKDQDFFHVVGXUDWLRQZHOOEHORZPLQXWHV7ZHQW\IRXU RI WKH
SDWLHQWVZHUHFRQVLGHUHGXQVXLWDEOHIRUVWDQGDUG&$6EDVHGRQDQDWRPLFDODQGFOLQLFDOULVNIDFWRUV
EXWZHUHLQFOXGHGLQWKLVVHULHV
&RQFOXVLRQV7KHS*&KDVWKHSRWHQWLDOWREURDGHQWKHLQFOXVLRQFULWHULDIRU&$6WRSDWLHQWVZLWK
DQDWRPLFDOFRPSOH[LW\FXUUHQWO\FRQVLGHUHGDWKLJKULVN7KHSUHOLPLQDU\WHFKQLFDODQGSURFHGXUDO
VXFFHVVUDWHVDUHSURPLVLQJ3URGXFWGHYHORSPHQWDQGIXUWKHUVWXGLHVDUHDGYLVHG
7&7
/DUJHVW6LQJOH2SHUDWRU6HULHV2I,,E,,,D,QKLELWLRQZLWK&DURWLG$UWHU\6WHQWLQJ
+XJK%0LOWHHU-U)DUUHOO20HQGHOVRKQ+XWWRQ3%UDQWOH\-HQQLIHU/.LHVVOLQJ5REHUW
&%RXUJH
8$%6FKRRORI0HGLFLQH%LUPLQJKDP$/%DSWLVW0HGLFDO&HQWHU3ULQFHWRQ%LUPLQJKDP
$/%URG\6FKRRORI0HGLFLQH*UHHQYLOOH1&
%DFNJURXQG,,E,,,DLQKLELWRUVDUHFRQWUDLQGLFDWHGLQFDURWLGDUWHU\VWHQWLQJ&$6GXHWRUHSRUWVRI
LQFUHDVHGEOHHGLQJSDUWLFXODUO\LQWUDFHUHEUDOKHPRUUKDJH,&+:HUHSRUWVDIHW\GDWDLQWKHODUJHVW
VHULHVWRGDWHRIDGMXQFWLYH,,E,,,DLQKLELWRUXVHLQ&$6
0HWKRGV:H UHYLHZHG  FRQVHFXWLYH SDWLHQWVZKR XQGHUZHQW DGKRF&$6 DW%DSWLVW0HGLFDO
&HQWHU3ULQFHWRQ%LUPLQJKDP$/IURP$XJXVW$XJXVW2IWKHVHSDWLHQWVZHUH
DGPLQLVWHUHG D ,,E,,,D LQKLELWRU HSWL¿EDWLGH Q  DEFL[LPDE Q  DV DQ DGMXQFW WR VWDQGDUG
DQWLSODWHOHW WKHUDS\RIPJDVSLULQDQGPJFORSLGRJUHO ,,E,,,D LQKLELWLRQZDVDGPLQLVWHUHG
DVDVLQJOHEROXVLQDOOEXWDIHZQ FDVHV3DWLHQWVUHFHLYHGELYDOLUXGLQRUKHSDULQDVWKHSULPDU\
DQWLFRDJXODQWGXULQJWKHSURFHGXUH+HPDWRORJLFWHVWLQJDQGDQHXURORJLFDOH[DPZHUHSHUIRUPHGSUH
DQGSRVWLQWHUYHQWLRQ$VWDW&7EUDLQVFDQDQGLQGHSHQGHQWQHXURORJLFDOFRQVXOWZHUHREWDLQHGIRU
SDWLHQWVZLWKSHULSURFHGXUDOQHXURORJLFDOV\PSWRPVLQFOXGLQJKHDGDFKH
5HVXOWV7KHPDMRULW\RISDWLHQWVZHUHDV\PSWRPDWLF ZLWKDWKHURVFOHURWLF ULVN IDFWRUVRI
K\SHUWHQVLRQFRURQDU\DUWHU\GLVHDVHK\SHUOLSLGHPLDDQGKLVWRU\RIVPRNLQJ7KHRYHUDOOSURFHGXUDO
VXFFHVVUDWHZDVDQGDQHPEROLFSURWHFWLRQGHYLFHZDVXVHGLQRIFDVHV0HDQVWHQRVLV
RI WKH FDURWLG OHVLRQ ZDV  SUHSURFHGXUH DQG  SRVWSURFHGXUH 7KHUH ZDV RQH 
FDVHRI,&+LQD\HDUROGPDOHZLWKV\PSWRPDWLFULJKW,&$VWHQRVLV,QWKLVSDWLHQWDQWL
WKURPERWLFWKHUDS\FRQVLVWHGRIDVSLULQFORSLGRJUHOELYDOLUXGLQDQGDGMXQFWLYHXVHRIDVLQJOHEROXVRI
HSWL¿EDWLGH7KHSDWLHQWGHYHORSHGDOWHUHGFRQVFLRXVQHVVPLQXWHVSRVWSURFHGXUHDQG&7VKRZHGD
ODUJHLSVLODWHUDO,&+2WKHUFRPSOLFDWLRQVLQWKHVHULHVLQFOXGHGGHDWKLVFKHPLFVWURNH
7,$DQGDFFHVVVLWHEOHHGLQJ7ZRRIWKHWRWDOGHDWKVZHUHIURPFRPSOLFDWLRQVSRVW
&$%*
&RQFOXVLRQV$GMXQFWLYHXVHRIWKH,,E,,,DLQKLELWRUHSWL¿EDWLGHLVVDIH7KLVDSSURDFKSURYLGHVD
VWUDWHJ\IRUDGKRFFDURWLGLQWHUYHQWLRQZKHUHORDGLQJZLWKRUDODQWLSODWHOHWWKHUDS\GD\VEHIRUH&$6
LVQRWQHFHVVDU\
7&7
$1RYHO0HWKRG7R5HGXFH7KH5LVN2I3RVW&$66WURNH,Q7KH(OGHUO\
*HRUJHV6DDG$ODLQ0DHUWHQV
&HQWUH+RVSLWDOLHU5HJLRQDO&LWDGHOOH/LqJH%HOJLXP&HQWUH+RVSLWDOLHU8QLYHUVLWDLUH6DUW
7LOPDQ/LqJH%HOJLXP
,QWURGXFWLRQ7KHLQFLGHQFHRIVWURNHVXVXDOO\PLQRULVVLJQL¿FDQWO\KLJKHUDIWHU&$6WKDQ&($
HVSHFLDOO\LQWKHHOGHUO\SDWLHQWVGXHWRFKDOOHQJLQJDQDWRP\DQGGLI¿FXOWFDURWLGDFFHVV:HSURSRVH
D IDFLOLWDWHGDFFHVV WR WKHFDURWLGDUWHU\  WKDW LQDQREVHUYDWLRQDO VHULH UHGXFHG WKHSHUFHQWDJHRI
PLQRUVWURNHV
0HWKRGV)URP-DQWLOO0DUZHSHUIRUPHG&$6LQSDWLHQWVZLWKW\SH,,E	,,,DRUWLF
DUFKHVPHDQDJH\HDUV,QWKH¿UVWJURXSSDWLHQWVZHXVHGWKH([FKDQJHWHFKQLTXH
	LQWKHVHFRQGJURXSSDWLHQWVZHXVHGGHGLFDWHGJXLGLQJFDWKHWHUV6$$'JXLGLQJV&RUGLV
DOORZLQJUDSLG	GLUHFWRQHVWHSDFFHVVWRWKHFDURWLGDUWHU\7KHUHZHUHQRVLJQL¿FDQWGLIIHUHQFHV
EHWZHHQWKHJURXSV,QSDUWLFXODU KDGH[SHULHQFHGSUHYLRXV7,$VRUVWURNH7KHSULPDU\
HQGSRLQWRIWKLVFRQWUROOHGVHULHZDVLSVLODWHUDOLVFKDHPLFVWURNHRUGHDWKLQWKHSHUSURFHGXUDOSHULRG
	DWGD\VDVHYDOXDWHGFOLQLFDOO\E\DQLQGHSHQGHQWQHXURORJLVW
)LQGLQJV,QWKH¿UVWJURXSSDWLHQWVZLWKWKH([FKDQJHWHFKQLTXHPLQRULVKDHPLFVWURNHVZHUH
UHFRUGHG	GHDWKIURPKHPRUUKDJLFVWURNHDWGD\LQWKHVHFRQGJURXSSDWLHQWVXVLQJWKH
RQHVWHSJXLGLQJDFFHVVQRLVKDHPLFVWURNHZDVUHSRUWHGEXWWKHUHZHUHGHDWKVIURPFDUGLDFFDXVHV
UHVSHFWLYHO\FKLVTXDUH	QV
&RQFOXVLRQ,QRXUKDQGVWKHXVHRIGHGLFDWHGJXLGLQJFDWKHWHUV6$$'JXLGLQJV&RUGLVDOORZHG
UDSLG 	 VDIH DFFHVV LQ FKDOOHQJLQJ FDURWLG DQDWRP\ UHGXFLQJ GUDPDWLFDOO\ WKH LQFLGHQFH RI SRVW
VWHQWLQJVWURNHV
7&7
&DURWLG$QJLRSODVW\DQG6WHQWLQJXQGHU3URWHFWLRQLV%HFRPLQJWKH*ROG6WDQGDUG
7UHDWPHQWRID&DURWLG6WHQRVLVLQ+LJKDQG/RZ5LVN3DWLHQWV
0LFKHO+HQU\,VDEHOOH+HQU\$QWRQLRV3RO\GRURX0LFKqOH+XJHO
&DELQHWGH&DUGLRORJLH1DQF\)UDQFH3RO\FOLQLTXH%RLV%HUQDUG%RLV%HUQDUG
)UDQFH$SROOR&OLQLF$WKHQV*UHHFH
%DFNJURXQG&DURWLG$QJLRSODVW\DQG6WHQWLQJ&$6LVDQHZDOWHUQDWLYHWUHDWPHQWIRUDFDURWLG
DUWHU\VWHQRVLV&HUHEUDOSURWHFWLRQGHYLFHV&3'VKRXOGEHURXWLQHO\XVHGWRUHGXFHQHXURORJLFDO
FRPSOLFDWLRQV5HFHQWVWXGLHVKDYHVKRZQWKDW&$6KDVVXSHULRUVKRUWWHUPRXWFRPHVWKDQ&DURWLG
(QGDUWHUHFWRP\&($ LQKLJKVXUJLFDOULVNSDWLHQWV+5,W LVQRWFOHDUKRZHYHUZKHWKHUORZ
VXUJLFDOULVNSDWLHQWV/5DUHDOVRDWORZHUULVN:HFRPSDUHGVKRUWWHUPRXWFRPHVRI&$6LQ
+5DQG/5SDWLHQWV
0HWKRGV:H DQDO\]HG DOO&$6 SHUIRUPHG XQGHU&3'+5 IDFWRUV LQFOXGHG DJH! \UV SRVW
VXUJLFDO UHVWHQRVLV SULRU QHFN VXUJHU\ RU UDGLDWLRQ FRQWUDODWHUDO RFFOXVLRQ ORZRU KLJK DQDWRPLF
OHVLRQXQVWDEOHRUVHYHUHFRURQDU\RUKHDUWGLVHDVHVVHYHUHFRPPRUELGLWLHV
5HVXOWV,QRXUVHULHVRI&$6SWVSHUIRUPHGXQGHU&3'LQSDWLHQWV0
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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
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&RQFOXVLRQ&$6XQGHUSURWHFWLRQLVVDIHZLWKIDYRUDEOHORZHYHQWUDWHLQ+5DQG/5SDWLHQWV
/5SDWLHQWVKDYHDWUHQGWRZDUGORZHUGHDWKDQGVWURNHUDWHDIWHU&$6FRPSDUHGWR&($EXW
LWLVQRWVWDWLVWLFDOO\VLJQL¿FDQW&$6VKRXOGEHHQODUJHGWR/5SDWLHQWV&$6LVEHFRPLQJWKH
JROGVWDQGDUGWUHDWPHQWRIDFDURWLGVWHQRVLV
7&7
$1HZ0RGXODU(PEROLF3URWHFWLRQ6\VWHP(XURSHDQ([SHULHQFH
'LHUN6FKHLQHUW$QGUHM6FKPLGW5DIIDHOOR%RUJKHVL$OEHUWR&UHPRQHVL
/HLS]LJ+HDUW&HQWHU/HLS]LJ*HUPDQ\,QWHUYHQWLRQDO&DUGLR9DVFXODU8QLW&RWLJQROD
,WDO\
%DFNJURXQG+LJKHUVXFFHVVUDWHRIHPEROLFSURWHFWLRQLQ&DURWLG$UWHU\6WHQWLQJ&$6SURFHGXUHV
KDVVKRZQUHFHQWO\WRUHGXFHSHULSURFHGXUDOUDWHRIPDMRUDGYHUVHFDUGLDFDQGFHUHEURYDVFXODUHYHQWV
0$&&(:HSUHVHQWWKH(XURSHDQH[SHULHQFHLQSDWLHQWVXQGHUJRLQJ&$6XVLQJDQRYHOPRGXODU
JXLGHZLUHLQGHSHQGHQWGLVWDO¿OWHU
0HWKRGVDQG5HVXOWV7KH*$5'(;(PEROLF3URWHFWLRQ6\VWHP*DUGLD0HGLFDO/WG,VUDHOLVD
UDSLGH[FKDQJHSUHFULPSHGGLVWDO¿OWHUV\VWHPXVHGZLWK´JXLGHZLUHDFFRUGLQJWRSK\VLFLDQ
SUHIHUHQFH,WLVDVWHQWOLNHV\VWHPLQIRUPDQGRSHUDWLRQ7KH*$5'(;V\VWHPLVGHSOR\HGDIWHUD
´JXLGHZLUHRIFKRLFHZDVSRVLWLRQHGDFURVVWKHOHVLRQLQDVWDQGDUGIDVKLRQ7KDQWKH*$5'(;
VWDQGDORQH¿OWHUXQLWFDQEHGHOLYHUHGSRVLWLRQHGDQGORFNHGDQ\ZKHUHDORQJWKHJXLGHZLUHUHVXOWLQJ
